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-- The MAILING DATE of this communicati n appears on the cover sheet with the correspondence address 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )Kl Responsive to communication(s) filed on 14 January 2003 . 
2a)^ This action is FINAL. 2b)Q This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quay/e, 1935 CD. 11, 453 O.G. 213. 
Disposition of Claims 

4) (3 Claim(s) 1-3 and 5-17 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) ^ Claim(s) 1-3,5-17 is/are rejected. 

7) Q Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
1 1 )□ The proposed drawing correction filed on is: a)D approved b)D disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) Q The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§119 and 120 

13) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 

a)D All b)Q Some*c)D None of: 

1 0 Certified copies of the priority documents have been received. 

2.0 Certified copies of the priority documents have been received in Application No. . 



3.D Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) Q Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) £3 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 
Attachment(s) 

1) CD Notice of References Cited (PTO-892) 4) CD Interview Summary (PTO-413) Paper No(s). . 

2) CD Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) CD Notice of Informal Patent Application (PTO-152) 

3) CD Information Disclosure Statement(s) (PTO-1449) Paper No(s) . 6) CD Other: 
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DETAILED ACTION 
Claim Rejections - 35 USC§112 
The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 1-3,5-17 are rejected under 35 U.S.C. 112, first paragraph, because the 
specification, while being enabling for mustard and turmeric for treatment of gastric 
hypomotility diseases, does not reasonably provide enablement for vanilloid compounds in 
general, including capsaicin for the reasons of record and the further reasons below. 

Examiner has duly considered Applicant's arguments but deems them unpersuasive. 

Applicant appears to argue that the specification provides ample enablement because the 
vanilloid compounds are described. Examiner reminds Applicant that the written description 
requirement is separate and distinct from the enablement requirement. In re Barker, 194 USPQ 
470 (CCPA 1977), cert, denied, 434 U.S. 1064 (1978); Vas-Cath, Inc. v. Mahurkar, 19 USPQ2d 
1111, 1115(Fed.Cir. 1991). See In re Armbruster, 512 F.2d 676, 677, 185 USPQ 152, 153 
(CCPA 1975) ("[A] specification which describes' does not necessarily also enable' one skilled 
in the art to make or use the claimed invention."). Examiner has present evidence that vanilloid 
compounds have different effects on gastric motility and that capsaicin increases orocecal transit 
time. If a vanilloid compound does not act as a laxative it cannot be said that the Specification, 
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notwithstanding its description, enables one of ordinary skill in the art to make and/or use the 
claimed invention. 

Claims 1-3,5-17 are rejected under 35 U.S.C. 112, second paragraph, as being incomplete 
for omitting essential elements, such omission amounting to a gap between the elements. See 
MPEP § 2172.01. The omitted elements are as follows: Claims 1-3,5-17 appear to omit an 
effective amount of the bisacodyl and/or enteric coated vanilloid which contained therein. For 
instance, vanilloid compounds are also used for flavoring which amounts while effective for 
flavoring may not be effective to act as a laxative (See Puglia et al. (US Pat.4,327,075), Column 
7, lines 45-60; Drug Launches (1998), Abstract). Claims 14, 16, 17 appear to be missing an 
administration to human step, i.e. in a method of using claim without administration there cannot 
be enhanced efficacy. If applicant intended a method of preparation than the claim should 
clearly indicate the same. 

Examiner has duly considered Applicant's arguments but deems them unpersuasive. 

Examiner is not requiring Applicant to insert numerical ranges, Examiner is requiring 
Applicant to simply insert the limitation "effective amount of a laxative 55 or some variation 
thereof. Applicant's amendment to claim 14 does not completely correct the problem as there is 
no indication that the laxatives are also administered. Examiner suggests that the limitation 
"comprising administering to a human a laxative selected . . ." be inserted after "laxative 5 ' in the 
first line of the claim and amending the rest of the claim as is appropriate. 

Claim Rejections - 35 USC § 102/103 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
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A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 1,3,5,6,8,10,12,14-16 rejected under 35 U.S.C. 103(a) as being unpatentable over 
Drug Launches (1993) and view of the acknowledged prior art and Schmidt et al. (US Pat. 
5,424,064), Holtman et al. and Sable et al. for the reasons of record and the further reasons 
below. 

Drug Launches (1993), the acknowledged prior art, Schmidt et al. (US Pat. 5,424,064), 
Holtman et al. and Sable et al. were discussed in the prior Office Action and the same are 
incorporated herein. 

Examiner has duly considered Applicant's arguments but deems them unpersuasive. 

Contrary to Applicant's arguments the prior art does suggest that simethicone is effective 
in treating disturbed gastrointestinal motility (See Holtman et al.). Further, the prior art teaches 
the combination of biscodyl and simethicone and that fullness or bloating are gas-related or 
linked to disturbed gastrointestinal motility (See Holtman et al.). As such, one of ordinary skill 
in the art would be motivated to combine biscodyl and simethicone with the expectation that the 
combination would be more effective in treating fullness or bloating. 
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Therefore, the claimed invention, as a whole, would have been prima facie obvious to 
one of ordinary skill in the art at the time the invention was made, because every element of the 
invention has been collectively taught by the combined teachings of the references. 



Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

A facsimile center has been established in Technology Center 1600. The hours of 
operation are Monday through Friday, 8:45 AM to 4:45 PM. The telecopier numbers for 
accessing the facsimile machines are (703) 308-4556 or (703) 305-3592. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Frank Choi whose telephone number is (703) 308-0067. 
Examiner maintains a flexible schedule. However, Examiner may generally be reached Monday- 
Friday, 8:00 am - 5:30 pm (EST), except the first Friday of the each biweek which is Examiner's 
normally scheduled day off. 

If attempts to reach the Examiner by telephone are unsuccessful, the Examiner's 
Supervisor, Mr. Jose Dees, can be reached on (703) 308-4628. Additionally, Technology Center 
1600's Receptionist and Customer Service can be reached at (703) 308-1235 and (703) 308- 
0198, respectively. 
FIC 

April 5, 2003 ^T^S~^ 
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